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DETAILED ACTION 
Status of Claims 

1 . Applicant's response, filed 6/14/2008, to the Office Action mailed 12/13/2007 is 
acknowledged. Applicant canceled Claims 23, 31-33, 37, and 46-49, amended Claim 
30 (and withdrawn Claim 1 ), added Claims 50-55, and presented arguments in 
response to the Office Action. 

2. Claims 1-22, 24-30, 34-36, 38-45 and 50-55 are pending. 

3. Claims 30, 34-36, and 50-55 are presently under consideration. 

4. Applicant's arguments have been fully considered and are persuasive in part. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant 
application. 

Priority 

5. Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 1 9(e) 
or under 35 U.S. C. 120, 121 , or 365(c) is acknowledged. Applicant has not complied 
with one or more conditions for receiving the benefit of an earlier filing date under 35 
U.S.C. 120 as follows: 

The later-filed application must be an application for a patent for an invention 
which is also disclosed in the prior application (the parent or original nonprovisional 
application or provisional application). The disclosure of the invention in the parent 
application and in the later-filed application must be sufficient to comply with the 
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requirements of the first paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. 
Performance Contracting, Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior-filed application, Application No. 60,284,389, fails to 
provide adequate support or enablement in the manner provided by the first paragraph 
of 35 U.S.C. 1 1 2 for one or more claims of this application. Application No. 60,284,389 
fails to provide support for instant Claims 30 and 50-53, and dependent Claims 34-36, 
54 and 55. '389 provides no support for fructo-oligosaccharides with specific degrees of 
polymerization. 

Specification 

6. In the previous Office Action the Specification was objected to for the following 
reason: The use of the trademark AUREOMYCIN, AUREOMIX, BMD, CHLOMAX, 
DENAGARD, LINCOMIX, MECADOX, NEO-TERRAMYCIN, PULMOTIL, TYLAN and 
others have been noted in this application. They should be capitalized wherever they 
appear and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

No action has been taken by Applicant to make corrections. This objection is 
maintained. 
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Claim Rejections - 35 USC §112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 51 -55 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 51 and 52 require a fructo-oligosaccharide having an average degree of 
polymerization in the range of 3-20 and 3-30 respectively. Claim 53 requires a fructo- 
oligosaccharide having a percent distribution of degrees of polymerization as listed in 
the claim; the distribution of ranges is clearly outside the range specified in Claim 30. 
The fructo-oligosaccharide degrees of polymerization required by Claims 51-53 fall 
outside the range recited in Claim 30. There is insufficient antecedent basis for these 
limitations in Claim 30 since Claim 30 requires a fructo-oligosaccharide "having an 
average degree of polymerization in the range of 2-10" (emphasis added). 

9. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

10. Claim 55 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claims contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventors, at the time the application was filed, had 
possession of the claimed invention. This is a New Matter rejection. 
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The Specification teaches a component of the composition of Claim 30 can be 
propylene glycol (emphasis added). See page 9, lines 29-30. New Claim 55 recites 
that the component of Claim 30 is polyethylene glycol (emphasis added). This is 
considered to be new matter. 



Claim Rejections - 35 USC § 102 

1 1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

12. In the previous Office Action Claims 30, 35, and 36 were rejected under 35 
U.S.C. 102(b) as being anticipated by Teiji (Japanese Patent Publication No. 03- 
076561 , Abstract Only). The rejection is maintained and extended to Claims 50-52 and 
54. 

Teiji teaches a digestion-resistant, enterobacterium (e.g., Bifidobacerium) 
containing capsule, coated with fructooligosaccharide, used to administer the bacterium 



to the colon without inactivating said bacterium by gastric fluids. See Abstract. 
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Applicant argues Teiji fails to teach the claimed invention because the claimed 
invention is not digested in the small intestine. Applicant quotes a section of the 
abstract of Teiji, "A capsule is formed of the solution of a coating film-formable and 
edible polymeric compound, and a plurality of holes permitting the passage of bacteria 
are simultaneously or subsequently formed in the capsule. Or, the capsule is formed in 
a state capable of being perforated in a small intestine" (emphasis added by Examiner), 
with the implication that this does not teach the claimed invention. This is not 
persuasive. 

Teiji teaches all of the elements of the instant claims, i.e., a digestion resistant, 
fructo-oligosaccharide coated composition that is not digested or absorbed in the 
stomach or small intestines and that delivers enterobacteria such as Bifidobacteria to 
the colon. The "plurality of holes" in the capsule do not interfere with the stated purpose 
of the invention taught by Teiji, which is to feed useful enterobacteria into the colon 
(large intestine) without inactivating the enterobacteria with gastric juice, by way of 
coating the composition with digestion resistant fructo-oligosaccharide. The disclosure 
by Teiji of the capsule being perforated in "a small intestine" is optional (It is suspected 
that small intestine is a mistranslation and should have been large intestine"). 

As to the requirements of instant Claims 30, 50, 51 , and 52 for an average 
degree of polymerization of 2-10, 6, 3-20, and 3-30, respectively, the fructo- 
oligosaccharide taught by Teiji would naturally possess this property. Applicant's 
definition of fructo-oligosaccharide is "partially hydrolyzed inulin with a DP in the 
approximate range of 2 to 20 units of B (2-1 ) fructose with either a glucosyl or a fiuctosyl 
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terminus. The average DP is less than 10 units" (emphasis added). See page 1 , 
lines 26-28 of instant Specification. 

Therefore, the rejection is maintained and extended to Claims 50-52 and 54. 
1 3. Claims 30, 35, and 50-53 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Leusner et al. (U.S. Patent 6,468,568 B1). 

Leusner et al. teach mineral or vitamin encapsulated by fructo-oligosaccharides 
or inulin for controlled release. See Abstract, and column 20, "Example 1", column 21, 
claim 1 , and column 22, claim 1 3. Leusner et al. teach inulin has an average degree of 
polymerization (DP) of "about 9 to 10", with a total range of "about 2 to more than 50", 
and the oligofructose (fructo-oligosaccharide) under the trade name RAFTILOSE has an 
average DP of "about 2-9". See column 9, lines 23-28 and lines 32-34. RAFTILOSE 95 
is disclosed by Leusner as a preferred oligofructose comprising 95% oligofructose and 
5% sugars. See column 9, lines 42-47. This meets the requirements of instant Claims 
51 and 52 of having at least 60% or 75%, respectively, fructo-oligosaccharide, with a 
DP of 3-20 or 3-30, respectively. 

Applicant argues the fructo-oligosaccharides taught in Leusner has "a DP of 2-4 
and/or a DP of 2-8, with a mean DP of 4" (no reference to column or line numbers are 
provided by Applicant). 

A DP of value of about 2-9 (or 2-4) falls within the ranges taught by Claims 30 
and 50-52. 
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Claim Rejections - 35 USC § 103 

14. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 5. Claims 30, 34-36, and 50-54 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable overTeiji (Japanese Patent Publication No. 03-076561, Abstract Only). 

As previously presented (supra), Teiji teaches a digestion-resistant, 
enterobacterium (e.g., Bifidobacerium) containing capsule, coated with 
fructooligosaccharide. 

Claim 53 requires a distribution of DP ranges. Page 15 of the instant 
Specification discloses an analysis of the fructo-oligosaccharide product bioSecure™ 
FOS which shows a distribution of degree of polymerization (DP) that mirrors instant 
Claim 53. The analysis also discloses that the product has an average DP of 6.6 and 
61 .8% of the product has a DP of 3-20. The Specification also discloses that the "exact 
compositon will vary from crop to crop and from year to year" 

Absent evidence to the contrary, it would be expected that the fructo- 
oligosaccharide of Teiji would have had a similar distribution. 

Teiji does not teach a flavoring component of the coating. 

Adding a flavoring agent, as needed, would have been routine to one of ordinary 
skill in the art at the time of the invention to produce a more palatable product. 
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A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. {In re 
OpprechtW USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1 976). In light of the forgoing discussion, the Examiner concludes that the subject 
matter defined by the instant claims would have been obvious within the meaning of 35 
USC 1 03(a). From the teachings of the references, it is apparent that one of ordinary 
skill in the art would have had a reasonable expectation of success in producing the 
claimed invention. Therefore, the invention as a whole is prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 



Conclusion 

16. Claims 30, 34-36, and 50-55 are rejected. 

1 7. No claims are allowed. 

18. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GREGG POLANSKY whose telephone number is 
(571)272-9070. The examiner can normally be reached on Mon-Thur 9:30 A.M. - 7:00 
P.M. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila G. Landau can be reached on (571) 272-0614. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gregg Polansky/ 
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Examiner, Art Unit 1611 

/Phyllis G. Spivack/ 

Primary Examiner, Art Unit 1614 



